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PelibonNo. Facility

TheAgencyrequeststhat all
commentsbe submittedto the RCRA
DocketClerk on or beforeFebruary21.
1984.

Dated:December21, 1983.
JackMcGraw,
Acting AssistantAdmin!atmtorfcrSolid
Waste.
[F~Doc.-84—18Piled1—3-8&845 am]

PILLING COOS6550-65-a

informationonarranging to speakatthe
meetingseeUnitX of this preamble.
ADDRESS:Submit wr.itten.comments in
triplicate identified by the document
controlnumber (OPTS-42028A)to
TSCA Public InformationOffice (TS—
793),Office of Pesticidesand Toxic
Substances,EnvironmentalProtection
Agency, Rm. E—108,401 M St.SW.,
Washington, D.C.20400.

A public:version of the administrative
record supporting this action {with any
confidential businessinformation
deleted)is-availablefor inspection at
the aboveaddressfrom 8:00a.m. to 4:00
p.m., Monday throughFriday, except
legalholidays.
FOR FURThER INFORMATION CONTACT:
JackP. McCafthy,Director,TSCA
AssistanceOffice fTS-799),Rm.E—543,
401 M St SW.,’ Washington.D.C. 20460,
TollFree:(800-424-9065),In
Washington.D.C.: (554-1404).Outside
theUSA: (Operator-202-554—1404).

I. Introduction

(iii) testLr~gof suchsubstanceor!
withresperttosucheffectsis nace
develouauchdata;-or

(B) ~i)achemicalsubstancen
will b&. r.ruducedinsubstantiali
and (fl it enteraor mayseasonal
ánticijated.to enter theenvironment
substantialquantitiesor (ii) there lao
be significantor substantial human ë.
to suchsubstanceor mixture.

(ii) there aremauflicientdataand
experienceuponwhich the e
manufacture,distributionin comznerce~
processing.use,or disposalof sucha
or mixtureor nf anycombinelionof
activities onhealthor the environmenti
reasonablybe determinedor predicted, i

(iii) testingof auth substanceor mixtu
with reap~ctto sucheffectsisnecessary
developsuchdata.

In makingsection4(a)(1)(A) flndii
EPAconsidersboth exposureand
toxicity informationto makethe lb
that thechemicalmay presentan
unreasonablerisk. For the first
under.section4(a)(1)(B).EPAi

only production,exposureaix
informationto determineif thereis
substantialproductionandaignifica
substantialexposureor substantial
release.For the secondflndi
bothsections4{a)(1)(A)and
EPAexaminestoxicity andfate.
to determineif
adequateto rea
predict-theeffectsof humanexposureI
or environmentalreleaseof the
chemical,in makingthe third finding
thattestingis.necessary.EPA
whether anyongoingtestingwill

- the informationneeds-forthe c
andwhether-testingwhich the
mightrequirewould becapableof
developing-thenecessaryinformation.

EPA’s approachto determining when
these-findings areappropriately madeis
described-in detailin EPA’s first and
secondproposedtest-rules aspublished -.

in the FederaiRegisterof July18.1980
(45Fr-48528)andJune5,1981 (48FR
30300).Thesection4(a)(1)(A)finding is
discussed-in45FR 48528and thesection
4(a)(i)(5) finding is discussedin (6FR

In evaluating the1TC’a testing
recommendationsfor propyleneoxide,
EPA consideredall availablerelevant
information including the following:
information presentedin the ITC’s
report.recommending testing
consideration; production volume,use,
exposure.and releaseinformation
reported by manufacturers of propylene
oxideunder theTSCA section8(a).
Preliminary AssessmentInformation
Rule (40 CFR Part712); unpublished
health andsafetystudiessubmitted by
manufacturers and processorsof
propyleneoxide-under theTSCA 3ection

IRON AND STEEL INDUSTRY—Continued

0460.._...._.,.....MOOS Au1omctli~e.
ftH Robert5onCo.

0491
0507........,...........,..TetedyneMonathRubbef.
O5ZL.....,,..,__...Aa-Srite.
0524 ..~. Intemilional GalvarctngCo.
000&..................,....Fo~&**.
0024.......,.........Ores,erIn~alr~es.
0028__,....,_ FIOQUaW~e& Cat9e~

_,._W1’emelnc.
004&_ AmericanRecoveryCo.
0051_,._ Mayta~
0059,__ QarnMet Servlcei.
0068 -_ Cwbo~jm.
O06O..........._..._.......Al cliem~Tce,Inc.
0139._....,........_.Reso~sceRecycleTecNhtnctaaiel.

Section4(e)-oFTSCA (Pub.L 94-469.
90 Stat.2603etseq.;-15U.S.C.2601et
seq.)estiblishedininteragencyTesting

40 CFRPart799 Committee(ITC)-to-recommendto EPA
a list of chemicalsto beconsideredfor

XOPTS-42026kFRL2742-3] testingundersection4(a)of theAct.
TheITC designated-thealkyl

PropyleneOxide; ProposedTestRule expoxides-categoryforpriority
- - considerationin its First Report,

AGENCY: EnvironmentalProtection submittedto EPA In October1977,and -

Agency(EPA). publishedin the FederalRegisterof -

ACTION Proposedrule. - October’12,1977142FR 55028).The
category,asdefinedby -theiTC-includes

sUMcAAFW:-In theFirst Reportof the all non-cyclic.aliphatichydrocarbons -

InteragencyTestingCommittee(ITC), with one or-moreepoxidefunctional
the ITC designatedthe categoryof alkyl groups.ThefTC -recommendedthat~the
epoxidesfor priority considerationfor alkyl epoxide8Category beconsidered -

epidemiologicalstudiesand testing for for thefollowing testing: carcinogenicity,
carcinogenicity,mutagenicity, mutagenicity, -teratogenicity,-other -

teratogenicity, other chroniceffects,and chronic effects-and~eirviromnental1ate:-
environmental fate. Thisnotice it alsorecommended-epidentiological

addresses one memberof thealkyl studies.:TbisnotIce-servesasEPA’s
epoxidescategory.-propyleneoxide. responseto -thereoommendatione-of-the:~
Other membersofthecategorywill be ‘ ITC for one memberof the alkyl epexide-
addressedin other FederalRegister - category, propyleneoxide. - --

notices. - - Uisdersection4(a)of-TSCA,-the-
Under section4(a)of theToxic Admithstra-torshail~byrirle-require -

SubstancesControlAct (TSCA), EPA testingof a chemicalsubstanceor - —

todayis proposingthat manufacturers mixtureto developappropriate testdata
andprocessorsofpropylene-oxidetest - if’the Agencyfinds that - --

this chemicalfor teratogenicity. EPA is (A) (I) ~ ~ ~tn -- -

not-proposingepidemiologicalstudiesor commerce,processing.use,ordisposal-ofa-
testing for carcinogenicity,mutagenicity,. chemicalsubstanceormlxture.’or~thatany

other chronic’effecta~or environxn~ntal combination of such acfivities~uiaypresent
fate at this time. an.unxeasoaable-rinkof injury to health-orthe

• - environmeUt.---~ - - - - -DATES: ouuTflb. written commen~on or .. - -- -

-- - - [is) thereereinsnfficlent.dataand
before March 5,1984.~Makerequeststo - experience-uponwhich-theeffectsof such

subimt oral commentsbyFebruary21,. - manufacture,distributionin-commerce.- -

1984.If requestsare madeto submit oral processing,use,or disposalofeuthsubstance
comments.EPAwillhold apublic - ~ mixture orofany~combination-ofsuáh- -

meeting on March 19.1984on this rulel.a - activitieson--lsaalth-or.theenvironment-can
Washington. D.C.Forfurther reasonablybe-determinedor~predicted,.and-
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~‘ Heal~andSafetyDataReporting
~4 ~toCFRPart 710);and other
‘l&ished andunpublisheddata

- ~jj~ble to the Agency. -

~proposod Rule
On the basisof its evaluation,as

dsscribedin this proposedruleand the
‘~ ~cbnicaI support document,EPAis

...e.nposingteratogenicitytestingfor
~0pylene oxideonthe authorityof
~ectiOfl84(a3(1J(A)and 4(a)(1)(B)-of

ISCA.,~p~.offle

propyleneoxide(CASNo. 75-58—9) is
a colorlessliquid that hasanether-like

- - ~or andis extremelyflammable.It has
a boiling point of 3423’C (Ref. 1) anda
densityof 0.859g/ml at OC (ReL1). Its
selubility in water is 405,000ppm at

• (Ref.1).
In 1980.domesticproductionof

propyleneoxidetotaledt~7billion
pounds.Propyleneoxideiscurrently
producedby -two firms—Dowand
ARCO ChemicalCompanies—atfour
sitesin theUnited States.Dowusesthe
chiorohydrinprocessat its propylene
oxideplants; ARCO usesthe
peroxidationprocess.Eachprocess
accountsfor about .50percentof total
U.S.capacity.Propyleneoxide’smajor
useIs as a chemicalintermediate. it is -

alsousedas ri stabilizer in
dichioromethane.In 1977,therewere 32
processorsof propyleneoxide (Ref.2).
For amoredetaileddiscussionof
production, usesand- exposureof
propyleneoxide,seethepropylene
oxidesupportdocumentavailable from
theTSCAAssistanceOffice.

B. Findings

EPA is basingits proposedtestingon
the authority of sections4(a)(1)(A) and
4{a)(1)(B) of TSCA. -

1. The4(a)(1)(A) findingsfor
teratogeniceffectsareas-follows:

a.EPAfinds thatthe manu.facture,
processing,anduseof-propyleneoxide
maypresentanunreasonablerisk of.
injury to humanhealth-due to -

- teratogeniceffectsbecause(a) available
animal-studiessuggestthat propylene
?xidehas-ateratogenicpotentialand(b)in excessof40,000individualsare
Potentiallyexposed-topropyleneoxide
asa resul of-Its manufacture,

Processing,anduse. -

b~EPA.aIsofinds that thereare
ulsufficientanimalandhumandatato

reasonably-determineor predictthe
teratogeniceffects-of propyleneoxide.
The finding of-’~maypresentan
flnretisonable.rlsk!’of teratogeniceffects
fabasecjona-NIOSH-inhalation
teratologystudyjRef.3).Ratsand
rabbits-wereexposedto-asingle

concentrationof 300ppm propylene
oxide. Neither developmentaltoxicity
nor maternal toxicity wasobservedin
rabbits exposedto 300 ppm.However,
developmentaland maternal toxicity
were observedamongfemalerats and
theirpups exposedto 300ppm
propyleneoxide. A no-effect level for
developmentaltoxicity in the rat could
not be determinedandone cannot
determineif the developmentaltoxicity
observedin the studycanbe attributed -

entirelyto maternaltoxicity.
c.EPAfinds that additional -

teratogenicitytestingof propyleneoxide
isnecessaryto developadditional data
to evaluatereasonablythe teratogenic
risksposedby exposureto propylene
oxide.

2. The 4(a)(1)(B) findingsfor
teratogeniceffectsare as foliows:

a. Thereare substantialamountsof
prçpylene oxideproduced in or
Imported into the United-Stateseach
year.The annualU.S.production
volume of propyleneoxideis estimated
to beapproximately 1.8billion pounds,
withanother 90million poundsimported
into theUnited Stateseachyear.

b. Estimatesindicate that over40,000
peoplemaybe exposedto propylene
oxide-eachyearvia manufacturing,
processing,anduseactivities.

c.EPA finds that there are insufficient
data from the NIOSH teratologystudy
(Ref. 3) from whichto reasonably
determine or predictthe teratogenic
effectbornexposureto propylene oxide,
andthat additional testingof propylene
oxidefor teratogenicityis necessaryto
developsuchdata.

On the basisof thesefindings,the
Agencyisproposinga teratogenicitytest
in ratson propyleneoxide.

The Agencyisnot proposingthe other
testswhichthe 1TCrecommendedat
this time.Data fromseveralrecently
completedoncogenicitystudie8should
be sufficientto ffiake a reasonable

- determination of thecarcinogenicityof -

propyleneoxide.A decisionfor
additional-mutagenicity-testingon
propylene-oxidewill-be postponeduntil
the resultsofanumberof mutagenicity
testsin-progressonethyleneoxideare
analyzedby the Agency(ethyleneoxide,
a member of the alkyl epoxidea
category,consistentlyhasshowngreater
activity inmutagenesisassaysandhas
testedpositivein moremutagenesia
assaysthanpropyleneoxide)..EPA
believesthat thedata fromon~oing
mutagenicity-testingonethyleneoxide,
alongwith available mutagenicltydata
on propyleneoxide,shouldbeusedto
determineivhat, if any, further
mutagenicitytestingon propyleneoxide
maybe-appropriate.Inhalation
mutagenicitytestingin progresson

ethyleneoxideincludes: (1) Alkylation
inDrosophilaspermcells; (2)alkylation
in mousespermcells; (3) mousespecific
locustest; (4) biochemicalspecific locus
test in mice; and(5)-heritable -

translocationtestin mice.-Afterthe data
from the ongoingethyleneoxide
mutagenicitytestingandexisting - -

propyleneoxidemutagenicity data are
analyzedby the Agency, theAgency
will consider: (1) whethera mouse
specificlocustestor other additional
mutagenicitytestingonpropyleneoxide
is necessaryor (2) whether-ethylene
oxidernutagenicitydatawill provide a
sufficientbasisfor mutagenicityrisk
assessmentfor propyleneoxidewithout
further testing of propyleneoxidefor
this effect, l.a makingits analysis,EPA
will take into accountavailabledata on
othereffects-thatmayprovide sufficient
basisfor regulation. The Agencyis
interested in public commenton the
various aspectsof assessing
mutagenicitytestingneedsfor propylene
oxide.BecauseDow andARGO are
performingreproductiveandneurotoxic
effectstesting,EPAisnotproposing
testing for thesetwo effectsat this time.
Data from thesestudiesshouldbe
sufficientto makea reasonable
determinationof the reproductive and
neurotoxiceffects(includingbehavioral
changes)of propyleneoxide. EPAis not
proposinganepidemiologic~lstudyat
this time. WhentheAgencyhas
evaluatedthe resultsof all the
oncogethcitystudiesonpropyleneoxide,
it will determinewhetheran
epidemiologicalstudyis necessary.In
addition,EPAhascOncluded that
availabledata aresufficient to
reasonablypredict theenvironmental
fate of propyleneoxide. -

The analysisonwhichthe above
findingsarebasedispresentedin the
propyleneoxidesupport document,
which is availablefrom theTSCA
AssistanceOffice.

-C. TestSubstance -

EPAisproposingthat propyleneoxide
of at least99,0percentpuritybe usedas
the testsubstance.Such-agradeis
readilyavailablecommercially.

D. PersonsRequiredto.Test -

Section4(b)(3)(B)-ofTSCA specifies
thattheactivitiesforwhichthe -

Ae4na4nisfratormakessection4(a)
~findthgs(manufacturing,processing, -

distributionin commerce,use-and/or
disposal)determinewhobearathe
responsibilityfor testing.Manufacturers
arerequiredtotestIf the findings are
basedon manufacturing(“manufacture”
is defined in section3(7) of TSCA to
include‘~import”).Processorsare -
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requiredto testif the findings are based
on processing.Both manufacturers and
processorsare required to test if the

-exposuresgiving rise to the potential
risk occurduringuse,distribution, or
disposaL BecauseEPAhas foundthat
manufacture,processing,anduseof
propyleneoxidegiverise to exposures
that may leadto anunreasonablerisk,
EPA is proposing that personswho
manufacture or process,or who intend
to manufactureor processthis chemical
at any time from the effectivedate of
this testrule to the end of the
reimbursementperiod,be subjectto the
rule. The end of the reimbursement —

period ordinarily will be 5 yearsafter
the submissionof the last final report

required underthe final testrule. As
discussedin Unit IL F, EPAexpectsthat
manufacturerswill conduct testing and
that processorswill ordinarilybe
exemptedfrom testing.

BecauseTSCAcontains provisionsto
avoid duplicative testing,not every
personsubject to this rule must
individuallyconduct testing.Section
4(b)(3)(A) of TSCA providesthat EPA
maypermit two or more manufacturers
or processorswho aresubject to the rule
to designateone suchpersonor a
qualifiedthirdpersonto conduct the
testsand submit data ontheir behalf.
Section4(c) provides that any person
required to testmay apply to EPAf& an
exemptionfrom that requirement.

E. Approachto AdoptionofTestRules
1. Coner-alprocess.On March 28,

1982,EPAannouncedanewapproach to
adoption of testrules(47FR 13102).EPA
intends to promulgateageneral
proceduralrule in40CFRPart 770 which
will containthe procedural requirements
of this new approach.However,since
that procedural rule is not in effect,this
proposedrulecontainsspecific
proceduresfor adoption of this testrule.
if the generalrule ispromulgated before
this proposedrule becomesfinal, the
propyleneoxide rulewill bemodified to
comportwith thegeneralprocedural

- provisions.
- Under the new-approach,testrule

developmentwill be a two-phase
process.In phaseI. EPAwill propose
that specifictesting berequired for the
chemicaLThisphaseof the rulemaking
will allow thepublic to commentonthe
decisionto requiretesting and the
specifictestsrequired. PhaseII begins
after promulgationof the phaseI rule. In
phaseII, EPAwill receiveproposed
studyplansfor the specifictests
adoptedin the phaseI rule.EPAwill-
proposethosestudy plansfor public

- comment.After comment,-theAgency
will adoptthestudy plans,as proposed
or modified,asspecificteststandards

for the testsrequiredby the phaseI rule.
Personswho submit -the studyplanswill -

be obligated to perform ths testsin -

accordance-with the test standards
adopted.

2. Letterofintentto testorexemption
application; Theproposedrulewould
require manufacturersandprocessorsof
propylene oxideto perform certaintests.
Once the ruleIs in effect (February3,
1984)eachcurrentmanufacturerwould
have 30 days to submit, for each
required test, eithera letterof intent to
performlhe teat or anapplication-for
exemption.Eachmanufacturer who
submitteda letter of intent to perform a
specifictestwould be obligated, first, to
submit,within 90 daysof the effective
date, a proposedstudy planfor the test -

and, ultimately, to perform the test.
If manufacturersof propylene oxide

performed all the requiredtests,
processorsof propyleneoxidewould not
be required to testor to submit
exemptionapplications. EPAwould
automatically grantthem exemptions
from the requirements of the rule.

If no manufacturerof propyleneoxide
submitted a letter of intent to perform a
particular testwithin the 30-dayperiod.
EPA would publish a notice in the
Federal Registerto notify all processors
of propyleneoxide. Thenoticewould
statethat EPAhad not-receivedletters
of intent to perform certaintestsand -

that current processorswould have 30
days to submit, for eachteat remaining, -

eithera letter of intent to performthe
testor an exemptionapplication for that
test.Each processorwho submitteda
letter of intent to perform a specifictest
would be obligated,first, to submit,
Within 90 daysof the publication of the
FederalRegisternotice, a proposed
studyplan for the testand, ultimately, to
perform the test.

If no manufacturer or processor -

submitteda letterof intent to perform a
particulartestEPAwould notify all

- manufacturers andprocessors,by letter
or throughtheFederal.Register,that all
exemptionapplications-would bedenied
andthatall manufacturersand
processorswould be In violation of the
ruleuntil aproposedstudy planis
submittedfor the test, - -

Any personnotmanufacturing
propyleneoxideat the time the rulegoes
into effect,who later begins
manufacturing,would berequiredto
submit a letter of intent to testor an
exemptionapplicationfor eachrequired
testby the daythe personbegins
manufacture.if EPAhaspublisheda
notice in the FederalRegistertelling
-processorsto submit lettersof intent or
exemptionapplications for certaintests,
any personnotprocessingpropylene

oxideat thetime the FederalRegister
noticeis puLl shedwholater begins ~
processingwould berequiredto submij.~
a letter of intent to testor an exempio~-l~.
applicst~onfor eachtestspecifiedin the-~.
FederalRegisternotice by the day the ~-

persnbeginsprocessing.
Submissionandadoptionofstzdy~.

plans.Any manufacturer of propylene -

oxidewho submitted a letter of intent tá -

performa testwould have to submit, - l~-

within 90days after the effectivedate of~-~.
the rule, a proposedstudyplan for that
test.In the eventmantifacturers do not -

submit lettersof intent for all the
required tests,any processorwho - -

submitsa letter of intent to perform a
specifictestwould have to submit, -~-

within 90days of thepublication of the
FederalRegisternotice discussedin Unit - -~-

IL E., a proposedstudy-planfor that test.-:;,
Paragraph (e)of the ruledescribesthe -

contentsof a proposedstudy plan. - --

EPAproposedgeneric test -

methodologyrequirements(generic test ~- -

standards)which werepublished in the -

FederalRegisterof May9, 1979(44FR -

27334),July28,1979(44 FR44054),and
November21, 1980 (45FR 77332).~In
responseto concernsabout the rigidity
ofgeneric testmethodology -

requirements,EPAbaachangedits
approachfor providingteststandards
for TSCA section4 testrules.It has -

issuedgeneric-testmethodology
guidelinesto replace thepreviously
proposedgenetictestmethodology
requirements.The TSCA guidelines --

have beenpublishedby theNational
Technical Information Service(NTIS)
for health effects(PB 82—232984), —

environmentaleffects(PB 82—232992),
and chemicalfate (PB 82—233008).Good -

Laboratory Practice(GLP) standardsfor -

developmentof data on health effectsof
chemicalsubstancesunderTSCAwere
proposedin the FederalRegisterof May -

9.1979(44FR 27334)andJuly26, 1979
(44FR 44054).GLPstandardsfor
developmentof dataonphysical and
chemicalproperties,persistence,and
ecologicaleffectsof chemical
substancesunderTSCA-wereproposed
in the FederalRegisterof November21,
1980 (45 FR 77353).TheseGLPstandards
will be promulgated asgenetic
requirements.-The final GLPStandards
will apply to the propyleneoxiderule.

For guidancein preparingstudy plans,
EPArecommendsthat testsponsors
consulttheTSCA TestGuidelinesand
theTSCA GLPStandardsasreferenced
in Unit IL E.; the Organizationfor
EconomicCooperation and.

- Development’s(OE~D)Guidelines,as
adoptedby the OECD CouncilonMay
12, 1981; or theFIFRA Pesticide -

AssessmentGuidelines(PB 83—153918),
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,,,~i~sbedby the NationalTechnical applications for that test If thetest beforeo” a~’ertheir distnbution in
~j~ginationService(seethe Federal sponsorlater fails to perform the test, commerce “ TheAgencyconsiders

L~~lsterof November24, 1982(47FR EPAwould notify all personswho had a testing facility to bea placewhere the
for a list of theseguidelines) subrmt~edexemptionapplications for chaincal isheldor stored, and

to su nutaste y p anwo that test, at the exemptionswould be there~ore,subjectto inspection.
a violation of the rule deniedunlesswithin 30 daysa Laboratoryaudits/inspectionswill be

EPA would reviewthe proposed study manufactureror processornotified EPA periodicallyconductedin accordance
plans If theyare incomplete the of its intent to perform the testin withtheatithonty andprocedures

~-~auufactureror processorwould be accordancewith theadoptedtest outlinedin TSCA section11 by
i~otifiedof the deficiencyandwould standards. authorized representativesof the EPA

~ihave15 daysto provide appropriate EPAis not proposingto requirethe for the purposeof determining
j~ormat’onto makethe-plan complete. - submissionof equivalencedata asa compliancewith this rule. These

‘0 theinformationis notprovidedin15 conditionforexemptionfrom the inspectionsmay be conductedfor
~iays,themanufactureror processor proposedtestingfor propyleneoxide.As purposeswhich include verification that

- would bein violation of the rule. Iii notedin Unit IL C., EPAis interestedin testing hasbegun.that schedulesare
:~ddition.EPAwould return to the evaluatingthe effectsattributable to beingmet, that reports accurately-reflect

-; -appropriate stageof the processand propyleneoxide itself andhasspecified the underlyingraw dataand
-- -, requiremanufacturersor processors,as a relatively pure substancefor testing. intepretations andevaluationsthereof,

appropriate’ to submit lettersof intent, c. RenortingRetiuirements and that the studiesare-beingconducted
- - exemptionapplication. andstudyplana. . according to EPAGoodLaboratory - -

If the proposedstudyplanis EPAis proposingthat all data PracticeStandardsandthe test
complete,EPAwill proposethe study developedunderthisrulebereported rn standardsadoptedIn the phase11 rule.

---plan for public comment.In particular, accordancewith the final EPAGood EPA’s authorihr to insnect a testin
- the commentwould focusonwhether Laboratory Practice(GLP) Standards j ciii~al ci fro cli 4 1

the study planwill-ensurethatdata from whichwill appear in 40 CFRPart792. ~ ,~ ~ 80~~7 on
the testwill be reliable andadequate. EPAhasreviewedpublic commentson - ~W c -promuigateatandarusror me -

There would bea45-daycomment meproposeaGLPStandardsandwiu d ~ ~ ~ ~a.~ --

period andtheopportunityto present soonpublishLflnalGLPstandards.The ~~o~aen~ °~~°9~d8~
- ~se 12

viewsorally uponrequestAfter final GLPstandardswill applytothis - in sec on3
A __ .~-. hl• - o 0 a e oserequiremen

consi e ...~ e ~, Ccommen,..~- . -

would adoptthestudyplanasproposed. EPAisrequiredby TSCAsection ne~easary~oassure~ ~�~a~eve~ope
- or asmodifiedin responsetocomment, 4(b)(1)(C)toSpecifythetimeperiod - Ui~u~rtea ue~are~zuuauieanu-

astheteststandardfor therequiredtest, duringwhichpersonssubjectto a test au~quate,-anuau~owerreqmrements
Thepersonwhosubmittedthe rulemustsubmittestdata.These- asarenecessaryto provluebUi4l- -

proposedstudyplanwould berequired. - deadlineswill beestablished~ assurance.Flie-A8encymaintainsthat - - - -

to performthetestaccordingtothat phaseII rulemakingin~whichstudy laboratoryinspectionsarenecessaryto
- standard.Failuretoperformthe test plansare approved.- - providethis assurance. -

- would beaviolationof therule. TSCA section14(b)(1)(A)(ii)governs Violatorsof TSCAaresubjectto
Agencydisclosureof all testdata crhrunalandcivil habthty.Persons-who

F~ IiPtlOflS submittedpursuanttosection4 of submitmateriallymisleadingor.false
EPA’sproposedpolicy on application TSCA. Uponreceiptof datarequiredby informationinconnectionwith the

for exemptionsfromsection4 testIng this rule, theAgencywill publisha requirementof-anyprovisionof this rule
requirementswaspublishedin the noticeof receiptin theFederalRegister maybesubjectto-penaltieswhichmay
FederalRegisterof July 18, 1980(45FR asrequiredby section4(d). - be calculatedasif theyhadnever
48512).EPAintendstopromulgateits - . . - submittedtheir data.Underthe penalty
final proceduresforexemptionsin 40 H. EnforcementProviSionS provisionof section16of TSGA. any
CFRPart770.Theexemptionprocedures Section15(1)of TSCA makesit personwho violatessection15 could be
describedinUnit U. F.andIncludedin unlawfulfor any-personto fail or refuse subjectto-acivil-penaltyof upto$25,000
theproposedrulelanguageare to comply-with anyruleor orderissued - perdaykr-eachviolation. Eachdayof
consistent-with EPA’scurrentthinking - undersectiont SectIon15(3)of TSCA operationIn violationmayconstitutea
onexemptionprocedures.If the general makesit unlawfulforanypersontofall - separateviolation.Ths provisionwould
nileispromulgatedbeforethisproposal or refusetO (1) establishormaintain- -be applicableprimarily to -

- becomesfinal, the propyleneoxiderule records,(2)submitreports,notices,or manufacturers-orprocessorsthat fail to
will bemodifledto comportwith the otherinformation,or (~)permit accessto submit aletter ofIntent or anexemption
generalproceduralprovisions, or copying ofrecordsrequiredby the - request-andthatcontinue-mariufacturing

Any-manufactureror processorof Act or anyregulationor rule-Issued. - ~- or processing-after-the-deadlinesfor
propylene-oxidewould be ableto apply under TSCA. TheAgencyconsidersThat snub-submissions.ICnowingorwillful
for anexemption.Any personwhohas failure to complywithany aspectof a violations-couldleadto the imposition
appliedfor.anexemptionwouldnotbe section4 ruleor the submission-of of criminal penaltiesof up to $25,000for

— in violation of the rule until suchtimeas - invalid data would be a violation of eachday of-violation andimprisonment
EPAdeniesthe-application. section15 ofTSCA. - - for up-to I year. In determining the

- If manufacturersperformall the Additionally,-TSCAsection15(4) amountof penalty.EPAwill takeinto
required testing,processorswould be - makesit-unlawful for-any personto fall - account the seriousnessof the violation

grantedexemptionsautomatically or refuse to permit-entryor inspectionas andthedegreeof culpaliility of the
withouthavingto file applications, required by section11.Sectionii - — violatoraswell-asall theother factors

When EPA hasreceiveda proposed applies to any“establishment,facility, listedin--section18.Other remediesare
studyplan for a test.andhas adopted or otherpremisesin -which chemical availableto-EPA-undersection17of
the planasthe teststandard,EPAwould substances-ormixturesare - - - - TSC& -suchasseekinganinjunction to
conditionallygrant all exemption manufactured,processedstored.or held restrainviolations of TSCA section4
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Individuals,as well ascorporations,
couldbesubject to enforcementactions.

- Sections15 and18 of TSCA apply to
“any person” who violatesvarious
provisionsof TSCA. EPAmay,at its

- discretion,proceedagainst individuals
aswell ascompaniesthemselves.In
particular,this Includes individuals who

- - report falseinformation or whocauseit
to be reported. In addition, the - -

submissionof false, fictitious, or
fraudulent statementsis a violation
under18 U.S.C.1001.

DowChemical Company, which is
conductingreproductive effectsand
neurotoxiceffectstesting-on propylene
oxide,hasagreedto adhereto the
proposedTSCA GoodLaboratory
PracticeStandardsissuedby the

Agency and published in the Federal
Registerof May 9, 1979(44 FR 27334)
and Nov. 21, 1980 (45 FR 77332)and has
agreedto permitlaboratory audits!
inspectionsin accordancewith the
proceduresoutlinedin TSCA section11.
at the request of authorized
representativesof the EPA for the
purposeofdeterminingcompliancewith
‘this agreement.Theseinspectionsmay

- beconductedfor purposeswhich
include verification that testinghas
begun,thatschedulesare beingmet,
that reportsaccurately-reflectthe raw
data,andthat the studiesarebeing
conductedwithadequatequality
assuranceprocedures.

In addition. Dow hasagreedthat all
raw data,documentation, records.
protocols,specimens,andreports
generatedasa result ofa studywill be
retained asspecified in the proposed
TSCA GoodLaboratory Practice
Standardspublishedby the Agencyand
madeavailable during aninspectionor
submitted to EPA if requestedby EPAor
its authorized representative.

Dow hasagreedthat TSCA section
14(b)(1)(A)(ii)governsAgency
disclosureof all testdata submitted for
theseteats. - •- -

Dow ChemicalCompanybeganthe
reproductiveeffectstestand - -

neurotoxicity test in March, 1983.The
final reports on the2-generation - - -

reproductive testandneurotoxicity test
will be submittedin June 1985.Should
industryfail to makeagoodfaith-effort
to-adhereto this schedule,EPAmay
requirethis testing by rule. - - -

I. Issues - - - - -

1. EPAconsidersit appropriate to
postponeproposingadditional -

mutagetiicity testing onpropyleneoxide
until the results of-the ongoing -

mutagenicity testing onethyleneoxide
are submittedto andanalyzedby the

- Agency.Ethyleneoxideis a memberof
the alkyl epoxidescategory.It has -

consistentlyshowngreateractivity in
mutagenicity assaysand has tested
positive in more mutagenicity assays
than propyleneoxide. Inhalation
mutagenicity testing in progresson
ethyleneoxide includes: (1) Mouse
specificlocustest~(2) biochemical
specificlocus testinmice; (3) heritable
translocatlon test in mice; (4) sperm
aikylation in mice; and (5) sperm
alkylation in Drosophila.EPA believes
that the datafromongoingmutagenicity
testingonethyleneoxidealongwith
available mutagenicity data on
propyleneoxide, should be considered
in determining what, if any, further
mutagenicity testingon propyleneoxide
may be approriate. -

After the data from the ongoing
ethyleneoxide mutagenicitytestingand
existingpropylene oxidemutagenicity
data are analyzedby theAgency, the
Agencywill considen(1) Whether a
mousespecificlocustestor other
additionalmutagenicitytestingon
propyleneoxideis necessaryor (2)
.whetherethyleneoxidernutagenicity
datawill provide a sufficientbasisfor -

mutagenicityrisk assessmentfor
propyleneoxidewithout further testing
of propyleneoxidefor this effect.In
makingits analysis,EPAwill take-into
accountavailabledata onothereffects
that may providesufficientbasis for
regulation.TheAgencyis interestedin
public commenton thevariousaspects
of assessingmutagenicitytestingneeds
for propyleneoxide.

2. Propylene oxidehasbeenfound to
be oncogenic.(Seepages22—23 of the
propyleneoxidesupport document,
which is available from the TSCA
AssistanceOffice.) Will control of
propyleneoxidefor its established
oncogenicitybe sufficient to provide
adequateprotectionagainstother
possiblehealth effectsof concern?
Ill. EconomicAnalysisof ProposedRule

-To evaluatethepotential economic
impact of testrules,EPAhasadopteda
two-stageapproach. All candidatesfor
testrules gothrough a Level I analysis;
this analysisconsistsof evaluating each
chemical,or chemical group, onfour
principal market characteristics: (1)
Demandsensitivity, (2) cost - -

characteristics,(3) industrystructure,
and(4) marketexpectations.The results
of the Level I analysisfor propylene
oxide, alongwith a considerationof the
costof the requiredtests,indicatedno

- significantadverseeconomicimpact
exists; therefore,Level II analysi8 was
not needed. - - -

Total teratogenicity testing costsfor
the proposedrule for propyleneoxide

- are estimatedto range from$18,000to
$54,000.The annualizedcostrange is

$4,700 to Si4,000per year basedupon
the requirement for a teratogenichealth -

effects test. -

The petential for adverseeconomic -

effects due to this testrule is small. Each
of the market characteristics evaluated
indicatesthat the potential for adverse -

economicimpactis low. Furthermore, -

the additional product costsimposedby
the required testswould at m~istbe
0.0007centsper pound. or between
0.0006and 0.002percent of the current -

priceper pound(48.5cents).This
suggeststhat the economicimpact
would be minimal. -

For a more completáand thorough
discussionof themethodologyusedto
conduct the economicanalysisof this -

testruleseeEcOnomicImpactAnalysis
for TestRuleon PropyleneOxide.A
copy of this document is available in the -

public record for this rulemaking, docket
number(OPTS-42028A].

W. Availability of TestFacilitiesand
Personnel -

Section4(b)(1) requires EPA to
consider“the reasonablyforeseeable
availability of the facilities and
personnelneededto perform the testing
requiredunder the rule.”Therefore,EPA
conducteda studyto assessthe
availability of testfacilities and
personnelto handlethe additional
demandbr testing servicescreatedby
section4 teat rulesand testprograms
negotiatedwith industryin placeof
rulemaking. Copiesof the study,
Chemical TestingIndustry:Profile of
ToxicologicalTesting,canbeobtained
throughthe National Technical
Information Service(NTIS), Springfield,
Virginia [Publication No. 82—140773).

The conclusionsreachedin the
laboratory -availability study were: (1)
The chemicaltesting industry’s
anticipation of increasedtesting -

requirementshasprompted the rapid
expansionof-testingfacilities in recent
years;(2) currently, excesscapacity
existsin all major testingareas, and
surveyedlaboratories indicated they
couldperform about 20percentmore.
testing~(3) measurableindustry
concentration exists,but it isnot enough
to restrict market entryor control key
resources;and(4) currently, capitaland
professionalmanpowerare themost
constrainingresourceson industry
expansionof testing facilities. Capital is
understandablya cyclical constraint.
The constraintiznposedbya-shortageof
professionalpersonnelcan belong-term
becauseof the Lengthyperiodrequired
for professionalpreparation: however,
current personnelnumbersappear
adequaterelative to presenttesting -

levels. - -
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~---—onthebasis of this 8tudy, the Agency
~L.t~i,yesthat there will beavailabletest
L~1~Htlesand personnel to perform the
~ required in this proposedrule.

~ ~wironmenLaIImpactStatement

~PAis notrequiredto prepare
~~vimnmental ImpactStatements[EIS)

the NationalEnvironmentalPolicy
~ (NEPA). 41 U.S.C.4321,for test

a:-~ies.EPAhasdeterminedthat
-y~luntarYpreparationof an EIS is not

~‘~~5ppropr1atefor regulationsissuedunder
~ó~ction 4 of TSCA. Seethepreamble to
~ Agency’srulesfor compliancewith

$EPA published in the FederalRegister
- dNovember6, 1979(44 ~ 84174).
:~:flGuidelinesand Study Plans -

-~rhefollowing guidelinesand/or study
-planscited in this proposedtest
tulernakingareavailable from the:
NationalTechnicalInformationService
(NTIS). 5285PortRoyalRoad.
Springfield,VA 22161 (703—487-4650).

- -~ Pub~caXfl

VU. Classificationof Rule
Under ExecutiveOrder12291,EPA

must judgewhethera regulation is
“Major” andthereforesubjectto the
requirement of a RegulatoryImpact
Analysis.Accordingto section1,
definition(b) “ ‘Major rule’ meansany
regulationthat is likely to result in: (1)
Annual effecton the economyof $100
million or more; (2) A major increasein
costsof pricesfor consumers,individual
industries,Federal,State, or local
governmentagencies,or geographic
regions;or (3) Significantadverseeffects

- Dii Competition,-employment,
investment,productivity,innovation,or
onthe ability of United States-based
-enterprisesto competewith foreign-
basedenterprisesIn domesticor export
markets,” This testruleisnotmajor
becanseit does-not meetany of the
Criteriasetforthinsection1(b)of the
Order. First,theactualannualcostof all

- the testing proposedforpropyleneoxide
‘S 54,700—14,000,or lessthan$54,000-

- over the testingandreimbursement
perjod.-Second.becausethe costof the

-requiredtestingwill be distributedover
a largeproductionvolume, the rulewill

- haveonly—veryminoreffectscm users’
Prices (lessthan0.002percent)for this

chemical,evenIf all testcostswere

passedon. Finally, taking into account
the natureof the market for this
substance,the low levelof costs
involved,andthe expectednatureof the
mechanismsfor sharingthe costsof the
required testing,EPAconcludesthat
there will beno significantadverse
economiceffectsof any type asa re8ult
of this rule.

Thisproposedregulationwas
submitted to theOffice of Management
andBudget (0MB) for reviewas
requiredby ExecutiveOrder 12291.Any
commentsreceivedfrom 0MBare
Included in the PublicRecordfor this
rulemaking. -

VIII. RegulatoryFlexibility Act
Under the RegulatoryFlexibility Act

(RFA), (15 U.S.C.601etseq.,Pub.L 96-
354,September19, 1980),EPA is
certifying that this testrule,If
promulgated,will nothavea significant
impacton a substantialnumberof small
businessfor thefollowing reasons:

- — 1. Thereare nosmallmanufacturersof
Pñce this chemicaL

— 2. Smallprocessorswill not perform
$40.00 testing themselves,or participate In the
40.00 organizationof the testingefforts.
40.00 3, Small processorswill experience
16.00 onlyveryminorcostsin securing

exemption from testingrequirements.
11.50 4. Smallprocessorsareunlikelyto be

affectedby reimbursementrequirements
— andanytestingcostspassedonto small

processorsthroughpriceincreaseswill
be small.

IX. Paperwork ReductionAct
Under the Paperwork ReductionAct

of 1980,44U.S.C. 3501etseq.the
Information provisionsin testrulesare
subject to the0MB reviewandarenot -

effectiveuntil 0MB approvesthem.
0MB is currentlyreviewinginformation
requirementsundersection4 testrules.
A notice concerningtheresultsof that
revewwill bepublished in-theFederal
Register. - - - -

X. PublicMeetings - - - -

If personsindicateto EPAthat they
wish to presentcommentson this
proposedrule to EPAofficialswho are
directlyresponsibilefor developingthe
ruleandsupporting analyses,EPAwill
hold a public meetingonMarch 19, 1984
inWashington,D.C.Thismeetingis
scheduledafter the deadline for
submissionof written comments,so that
issuesraisedin the written comments
can be discussedby EPAarid thepublic
commentera.Information onthe exact
timeandplaceof the meetingwill be
available from the TSCA Assistance
Office. Toll Free: (800-424-9085).In

- Washington.D.C.: (554-1404).Outside
theU.S.A.: (0perator~202-554-1404).

Personswho wish to attend or present
commentsat themeetingshould call the
TSCA AssistanceOffice by February21,
1984,While themeetingwill beripen to
thepublic, activeparticipation will be
limited to thosepersonswho have -

arrangedto presentcommentsandto
designatedEPAparticipants.Attendees
shouldcall the TSCA AssistanceOffice
beforemakingtravel plansbecausethe
meetingwill notbeheld if membersof
the public dO not indicatetheywish to
makeoral comments. .- -

Shoulda meetingbe held, theAgency
wil transcribethemeetingandinclude
thewritten transcriptin the public -

record.Participantsareinvited,butnot
required,to submit copiesof their
statementsprior to or on the dayof the
meeting.All suchwritten materialswill
becomepartof EPA’srecordfor this
rulemaldng.

XL References -- -

(1) WinholzM., editor. TheMerckIndez
9thEd.Rathway,NJ.Merck andCo.,p. 1017.
(1978).

(2) SEL “A Studyof Industrial Dataon
CandidateChemicalsfor Testing.”Prepared
by SRI International,MenloPark,CA. for the
Office of Toxic Substances,U.S.
EnvironmentalProtectionAgency,
Washington,D.C~ContractNo.68-4109(PB -

274—264).(1977). —

(3) Hackett,P.L, Brown.MG., Buschbom,
R.L.,Clark,M.L,, Miller, LA., Musie,R.L,
Rowe.S.E.,Schirmer.R.E.,andSikov.M.R.,
“TeratogenicStudyofEthyleneand
PropyleneOxideandn-ButylAcetate.”
Preparedfor theNationalInstitutefor
OccupationalSafetyandHealthunder
contract2311104277(NIOSH Contract No.
210—80-0013).(1982).

XII. RulemakingRecord

EPAhasestablisheda public record
for this rulemaking, docketnumber
[OPTS-42028A].This record includes
the basicinformationconsideredby the
Agencyindevelopingthis proposaL and
appropriateFederalRegisternotices.
TheAgencywill supplementthe record
with additional Information asit is
received. -

The Record includesthe following
information:

(1)FederalRegisternoticespertaining
to this ruleconsistingof:

(a)Notice of proposed ruleon
propyleneoxide

(b) Notice containing the1TC addition
of thealkyl epoxidescategoryto the
PriorityList [42FR5509261

(c) Noticesrelatingto EPA’shealth
effectstestguidelinesandTSCA Good
LaboratoryPracticeStandards[44 FR
27334and44 FR44054]

(d) Notice of proposedrule on
exemptionpolicyandprocedures

Tdl.

562-232984.--.
- - PBe2-230008~

- ~82-233000~

~ 82-140773..-..

~$63-153916..._

HealthEffectsTealGulde8nes.
En~onmentalEffects Test

ChemicalSaleTestGuid&inea.
Chemical Testing k~thisPy~

ProSeii To~óco4ogicalTact-

PesticideAssessmentGuide.
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[e) Notice of final ruleon
reimbursementpolicyandprocedures

(2)-Support Documents:consistingof:
(a)Propyleneoxidesupportdocument
(b) Economicanalysissupport -

document - -

(3)Minutes of informal meetings
(4) Communicationsbefore proposal

consistingof:
(a)Written public and intra-agency or

interagencymemorandaand comments
(b) Summariesof telephone

conversations
(c) Summariesof meetings
(d) Reports—publishedand

unpublished factualmaterials, including
contractors’reports.

Confidentialbusmessinformation
(CBI), whilepert of the record, is.not
available for publicreview.A public
version of the record, from which CBJ
hasbeendeleted,is available for
inspectionin theOPTSReadingRoom,
Rm. E—107,401 M St.SW., Washington.
D.C.. from 8:00a.m. to 4:00p.m.. Monday
throughFriday,exceptlegal holidays.
(Sec.4,90Stat.2003;(15 U.S.C.2601))

List of Subjectsin4U CFR-Part799
Testing.EnvironmentalProtection

Agency,Environmentalprotection,
Hazardousmaterials, Chemicals.

Dated: Decemb&23.1983.
AlvinL.AIm, - --

Actit~gAdxzthzistrafrJr.

PART 799—(A1~ENDEDJ

Therefore,it is proposedthatanew
§ 799.3450-be addedto SubpartB of
proposedPart799 to read asfollows:

§ 799.3450 PropyleneOxide.
(a) identificationoftestsubstonce.(1)

Propyleneoxide(CAS No. 75—5&-G) shall
be testedin accordancewith this part

(2) Propyleneoxideof at-least99.0
percentpurity shallbe-usedasthe test
substance. -

(b) Personsrequiredto submitstudy -

plans.conducttestsandsubmitdata.
(1)All personswho manufactureor -

process propylene oxidefrom the
effectivedateof this sectionFebruary3,
1984 to the end of the reimbursement
periodshallsubmitlettersof intentto

- test, exemptionapplications,and study
plans-and shall conducttestsand submit
dataasSpe~fledin paragraphs(c), (ci);
(e). (h). (i), and(I) of this section.

(2)Any personsubject to-the
- requirements of-this sectionmayapply

to EPAfor anexemptionfrom study
plan submissionand testing
requirements.Any suchapplication
shall be in accordancewith paragraph
(h) of this section.

(c) Submissionofnoticeof intentto
testorexeraptiozzapplication. (1) No

laterthan30-daya:after the-effective
date of this section,eachperson
manufacturingpropyleneoxideasof the
effectivedate of this sectionmust, for
each testrequired by paragraph (i) of
this section.eithernotify EPAby letter
of its intentto performthe testor submit
an application for an.exetnptionfrom -

the studyplansubmissionandtesting
requirementsfor the test. -

(2) If. by the datespecified in
paragraph (c)(1)of this section.-no
manufacturer-of propyleneoxidehas
notified EPAof its intentto perform
testing for a testrequired by paragraph
(I) of this section,EPAwill publish a
notice in the FederalRegisterof this fact
specifying the testfor which nonotice of
intent hasbeensubmitted.No later than
30 daysafter publication of sucha
notice. eath.personprocessing
propyleneoxideas ofthe (effectivedate
of this rule] must,for eachtestspecified
in the FederalRegisternotice,either
notify EPAby letter of its intentto -

performthe testor submit an
application for anexemption:from the
study plan-submissionandtesting
requirementsfor-the test.

(3) Any personnotmanufacturing
propyleneoxideasof the effectivedate
of this sectionwho,.beforethe endof the
reimbursementperiod,manufactures
propyleneoxidemustcomplywith the
requirementsof paragraphs(c)(1) and
(d)(1) of this section.For purposesof
this paragraph(c)(3).the manufacturer
must submit the notice of Intentto test -

or exemptionapplication requiredby
paragraph (c)(1Jof this sectionby the
date manufacturebeginsand must
submit anyproposedstudyplan
required by paragraph(d)(1) of this
sectionwithin 60daysof the date
manufacturebegins.

(4)11a FederalRegisternoticehas
beenpublishe&underparagraph(c)(2) or
(d)(4) of this section..anypersonnot
processingpropyleneoxideasof the -

effectivedateof this sectionwho~before
the end of the reimbursementperiod,
processespropylene oxidemustcomply
withtherequirementsofparagraphs
(c)(2) and (d)(z} of this section.For
purposesof this- paragraph,the -

processormustsubmitthe-notionof
intentto testorexemptionapplication
requiredby paragraphtc)(2) of this
sectionby-the date processingbegins
and must submitanyproposedstudy
plan- requiredby paragraph(dflz) of this
sectionwithin6odaysof thedate
processingbegins. -- -

(5}Any manufacturerorprocessor-of
propyleneoxide,whichhasnotified EPA
underparagraphs;~c)(1); [2), (3}. or (4)of
this sectionof Its intenttoperform
testingfor a: testrequired by-paragraph
(i) of this section,mustsubmita

proposedstudyplan for the testas
requiredinparagraph(d) of thissectioá~j
andmustperform that testin -

accordancewith theteststandardsin :~i~
- paragraph(j) of this section. -

~d)Submissionofproposedstudy ~
plans. (1) Manufacturers of propylene --

oxidewhich notifyEPAunder
paragraph(c)(1)of thissectionthat they~.
intendto performa testmust-submita -

proposedstudyplan-for thetestin - -

accordancewithparagraph(e) of this
sectionnolaterthan90days afterthe
effectivedateof this section.
Manufacturersmayjointly submita-
singleproposedstudyplan if they plan
to sponsoror perform the test jointly.
Any manufacturer which..having
notifiedEPAof its intentto perform a
test, fails to submit a proposedstudy
plan for that testwill have beenin - -

violation of this sectionas if no-letter of
intent to perform the testhad been
submitted. -

(2) Processorsof propyleneoxide
which notify EPAunder paragraph (c)
(2) of this sectionthat they intend to
perform a testmustsubmit a proposed
studyplan for the testin accordance
with paragraph (e)of this sectionno
later than90 days-after the publication
of thenotice specifiedin paragraph (c)
(21 of this section.Processorsmay -

jointly submit a singlepr~posedstudy
planif they plan to sponsoror perform
the test jointly. Any processorwhich.
havingnotified EPAof its intent- to -

perform a test, fails to submit a
proposedstudyplanfor that testwill
have beenin violation of this sectionas -

if no letter of intentto performthe test
had beensubmitted.

(3-) if EPA determinesin accordance
with paragraph (f)(lXi) of this section
that a proposedstudyplan is
imcompleteand themanufacturer or
processorhasnot, after noticefrom
EPA, submittedappropriateinformation
to make thestudy plancompletewithin -

- 15 days,the manufacturer orprocessor - -

will have beenin violation of this
sectionasif noletter of intentto - -

perform the.testhad beensubmitted.
(4) II eithec(i)-By thedate-specified-in

paragraph (d)(1)of this sectiona - -

manufacturerof propylena~Oxide,which
notified EPAof its intent to performa
test,hasfailedto -submit-a proposed - - -

studyplan for that test,-or -~

(ii) A proposedstudyplansubmitted
- under paragraph (d)(1) of this section - --

hasbeenfound to- beincomplete-under
paragraph (f)(1)(i) of this sectionandthe
manufacturerhas-notsubmitted
appropriate information to make-the -- -

studyplancompletewithin 15days,
EPA will publish-a notice irs theFederal
Registerof this fact specifyingthe test

FederalRegister / . VoL 49, No. 2.! Wednesday,January4,. 1984 / ProposedRules
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The requirementsof paragraphs[c)(2)
and (d)(2)of this sectionfor processors
to submit lettersof intent to perform
testing~applicationsfor exemptton,end

- 0roposedstudyplanswill appiy
- (51 If either: (i) By thedatespecifiedin
paragraph(c)(2) of this sectionno
prosessorof propyleneoxidehas
notifiedEPA of its intent~toperform
testingfor any testidentifiedin a
FcderalRegisternottcepublishedunder
paragraphs(c)(2) or (d)(4) of this section,
or

(ii) By the datespecifiedin paragraph
(d)(2) of this sectionanyprocessor01

propyleneoxide, whichnotified EPA of
its intent to perform a test,hasf~iiedto
submita proposedstudyplanfor that
test,or

(iii) A proposedstudyplansuhm~tted
underparagraph(d)(2)of this sectiod
~-asbeenfound to be incompleteunder
paragraph[f)(i)(i) of this sectionandthe
processorhasnotsubmittedappropriate
information to makethe studypian

complete within 15 days. all applications
for exemptionfrom therequirementsto
submitstudyplansandto perform tests
for the specifictest involvedwill
automaticallybedenied.EPAwill notify
eachmanufacturerandprocessorof
propyleneoxide,which appliedfor an
exemptionfor thespecifictestinvolved,
of this automaticdenialeitherby letter
or by noticein theFederalRegister.
E~chmanufacturerorprocesso~of

- propyleneoxidefor whoman exemption
applicationhasbeenautomatically

denied will bein violation of this section
30 daysfrom thetime that it receivesthe
notice letteror that thenotice is
publishedin theFederalRegister,
whiahevercomes first. Theviolation will
cor.tinueuntil a manufactureror
processorof propyleneoxide submitsa
proposedstudyplan for eachtest -

involved.
(6) Any manufacturerorprocessorof

propyleneoxidemay submitaproposed
studyplan for any testrequired by this
sectionat anytimeregardlessof
whether themanufactureror processor
prdviously submittedan applicationfor

exemption from testing for that test.
(e) Gontentofstudyplans. (1) All

studyplansare requiredto containthe
followinginformation:

(i) A citation to this sectionandthe
specifictestcoveredby the studyplan.

- (ii)(A) The namesand addressesof
- the testsponsors.

(B) The names,addresses,and
telephonenumbersof the responsible

administrative officials andproject
manager(s)in the principal sponsor’s

organization.
(C)The name,address,and telephone

numberof the appropriate individual for

oral andwritten communicationswith
EPA.

[Dill) The nameandaddressof the
testingfacility andthenames,
addresses,andtelephonenumbersof
the testingfacility’s administrative -

officials andprojectmanager(s)
responsiblefor this testing. -

(2) Brief summariesof thetrainingand
experienceof each-professional - -

fnvoived in thestudyincluding study
director,veterinarian(s),toxicologist(s).
pathologist(s)andpathologyassistants.

(iii) id~ntizyanddataon thechemical
subsLancebeingtested,including
appropriatephysicalconstants,spectral
data,chemicalanalysis,andstability
undertestandstorageconditions.
(iv) Study protocol,including rationale
for: species/strainselection;dose -

selection(andsupportingdata);route(s)
or method(s)of exposure;adescription
of diet to be usedandits source,
including nutrientsandcontaminants
andtheir concentrations:for in vitro test
systems,a descriptionof culture
mediumandits source;andasummary
of expectedspontaneouschronic
diseases(including tumors),genealogy,
andlife span. -

(v) Schedulefor initiation and
completionof majorphasesof long-term
tests;schedulefor submissionof interim
progressand final reportsto EPA.

(2) Informationspecifiedunder -

- paragraph(e)(1)(ii)(D) of this sectionis
--notrequiredin proposedstudyplansif
theinformationis’~iotavailableat the
time of submission;however,the
informationmustbe submittedbefore
theinitiation of testing.

(f~Re:’iewandadop!ianof study
plans.(1) Uponreceiptof a proposed
studyplan,EPA will reviewthestudy
planto determinewhetherit complies
with paragraph(e) of this section.

U) If EPAdeterminesthat the
proposedstudyplandoesnotcomply
with paragraph(e} of thesection,EPA
will notify thesubmitterthat the
submissionis incompleteandwill
identify thedeficienciesand thesteps
necessaryto completethe submission.
Thesubmitterwill have15 daysfrom
thedayit receivesthis noticeto submit
appropriateinformationto makethe
studyplancomplete.If thesubmitter
fails toprovideappropriateinformation
to completethestudyplanwithin this
time, the submitter will have beenin
violationof this sectionasif no study
planhadbeensubmitted.

(ii) If EPAdeterminesthe proposed
studyplancomplieswith paragraph(e)

- of this section,EPAwill publish a notice
in the FederalRegisterrequesting
commentson the ability of the study
plan to ensure that data from thetest
will be reliable andadequate.EPAwill

providea 4t- :yuommentperiodand
will provid~~: rn~ortunityfor an oral
presentati~:.:pofl requestof any -

person.E;:~~uy extendthecomment
periodif L?pearsfrom the-tiatureof
theisew-. rais?dby EPA’s reviewor
from r ;: Llic commentsthat further
corn :~ontis warranted.
After receivingandconsidering

comment.EPAwill adoptthe -

s:od plan, inc1ud~ngtime deadlinesand
reportingschedules,as proposedoras

- modified in responseto EPA reviewand
prbic comments,as teststandardsfor
the testingof propyleneoxide in
paragraph(j) of this section.

(g) Modifi~azionofstudyplan.sdur2ng
conductc~s~ady.(ij App;Jcut!cn.Any
testsponsorwho wishestomodify the
adoptedstudyplanfor any testorstudy
requiredunderthis sectionmustsubmit
an applicationin accordancewith this
paragraph.Applicationfor modification
shallbe madein writing to theChief.
TestRulesDevelopmentBranch,Office
of Toxic Substances,orby phonewith
written confirmationto follow assoon
asfeasible.Applicationsmustinclude
appropriateexplanationof whythe
modificationis necessary.

(2)Adoption.To the extent feasible.
EPAwill seekpublic commentonall
substantivechangesin studyplans.EPA
will issuea noticein the Federal
Registerrequestingcommentson
requestedmodifications.However,EPA
will acton therequestedmodification
without seekingpublic commentif
either: (i) EPA believesthatan

- immediatemodification to a studyplan
is necessaryin orderto preservethe
accuracyor validity of anongoingstudy.
or

(ii) EPAdeterminesthat a
modificationclearlydoesnot poseany
substantiveissues.EPAwill notify the
sponsorof EPA’s approvalor
disapproval.WhenEPAapprovesa
modification,it will publisha notein the
FederalRegisterindicating that the
study plan hasbeenmodified.

(h)Exemptionapplications.(1) Any
manufactureror processorof propylene

- oxidemaysubmit an applicationto EPA
foran exemptionfrom submitting
proposedstudy plans for and from
performingany or all of thetests
specifiedin paragraph(i) of this section.
The application must include the name
andaddressof themanufactureror -

proôessorandmustidentify thespecific
requirementsof this sectionfor which
the exemption is Bought.

(2) No manufacturerorprocessorof
propyleneoxidewill bein violation of
the requirement to perform a specific
testunderparagraph U) of this sectionif
it hassubmitted a timely applicationfor


